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§ 16.44 Communication to presiding of-
ficer and Commissioner. 

(a) Regulatory hearings are not sub-
ject to the separation of functions 
rules in § 10.55. 

(b) Those persons who are directly in-
volved in the investigation or presen-
tation of the position of FDA or any 
party at a regulatory hearing that is 
required by the act or a regulation 
should avoid any off-the-record com-
munication on the matter to the pre-
siding officer or the Commissioner or 
their advisors if the communication is 
inconsistent with the requirement of 
§ 16.95(b)(1) that the administrative 
record be the exclusive record for deci-
sion. If any communication of this type 
occurs, it is to be reduced to writing 
and made part of the record, and the 
other party provided an opportunity to 
respond. 

(c) A copy of any letter or memo-
randum of meeting between a partici-
pant in the hearing and the presiding 
officer or the Commissioner, e.g., a re-
sponse by the presiding officer to a re-
quest for a change in the time of the 
hearing, is to be sent to all partici-
pants by the person writing the letter 
or the memorandum. 

Subpart D—Procedures for 
Regulatory Hearing 

§ 16.60 Hearing procedure. 
(a) A regulatory hearing is public, ex-

cept when the Commissioner deter-
mines that all or part of a hearing 
should be closed to prevent a clearly 
unwarranted invasion of personal pri-
vacy; to prevent the disclosure of a 
trade secret or confidential commer-
cial or financial information that is 
not available for public disclosure 
under § 20.61; or to protect investiga-
tory records complied for law enforce-
ment purposes that are not available 
for public disclosure under § 20.64. 

(1) The Commissioner may determine 
that a regulatory hearing is closed ei-
ther on the Commissioner’s initiative 
or on a request by the party asking for 
a regulatory hearing, in the request for 
the hearing. 

(2) If the hearing is a private hearing, 
no persons other than the party re-
questing the hearing, counsel and wit-

nesses, and an employee or consultant 
or other person subject to a commer-
cial arrangement as defined in § 20.81(a) 
and FDA representatives with a direct 
professional interest in the subject 
matter of the proceeding are entitled 
to attend. 

(b) A regulatory hearing will be con-
ducted by a presiding officer. Employ-
ees of FDA will first give a full and 
complete statement of the action 
which is the subject of the hearing, to-
gether with the information and rea-
sons supporting it, and may present 
any oral or written information rel-
evant to the hearing. The party re-
questing the hearing may then present 
any oral or written information rel-
evant to the hearing. All parties may 
confront and conduct reasonable cross- 
examination of any person (except for 
the presiding officer and counsel for 
the parties) who makes any statement 
on the matter at the hearing. 

(c) The hearing is informal in nature, 
and the rules of evidence do not apply. 
No motions or objections relating to 
the admissibility of information and 
views will be made or considered, but 
any other party may comment upon or 
rebut all such data, information, and 
views. 

(d) The presiding officer may order 
the hearing to be transcribed. The 
party requesting the hearing may have 
the hearing transcribed, at the party’s 
expense, in which case a copy of the 
transcript is to be furnished to FDA. 
Any transcript of the hearing will be 
included with the presiding officer’s re-
port of the hearing. 

(e) The presiding officer shall prepare 
a written report of the hearing. All 
written material presented at the hear-
ing will be attached to the report. 
Whenever time permits, the parties to 
the hearing will be given the oppor-
tunity to review and comment on the 
presiding officer’s report of the hear-
ing. 

(f) The presiding officer shall include 
as part of the report of the hearing a 
finding on the credibility of witnesses 
(other than expert witnesses) whenever 
credibility is a material issue, and 
shall include a recommended decision, 
with a statement of reasons, unless the 
Commissioner directs otherwise. 



173 

Food and Drug Administration, HHS § 16.120 

(g) The presiding officer has the 
power to take such actions and make 
such rulings as are necessary or appro-
priate to maintain order and to con-
duct a fair, expeditious, and impartial 
hearing, and to enforce the require-
ments of this part concerning the con-
duct of hearings. The presiding officer 
may direct that the hearing be con-
ducted in any suitable manner per-
mitted by law and these regulations. 

(h) The Commissioner or the pre-
siding officer has the power under 
§ 10.19 to suspend, modify, or waive any 
provision of this part. 

[44 FR 22367, Apr. 13, 1979, as amended at 66 
FR 6469, Jan. 22, 2001; 66 FR 12850, Mar. 1, 
2001] 

§ 16.62 Right to counsel. 
Any party to a hearing under this 

part has the right at all times to be ad-
vised and accompanied by counsel. 

Subpart E—Administrative Record 
and Decision 

§ 16.80 Administrative record of a reg-
ulatory hearing. 

(a) The administrative record of the 
regulatory hearing consists of the fol-
lowing: 

(1) The notice of opportunity for 
hearing and the response. 

(2) All written information and views 
submitted to the presiding officer at 
the hearing or after if specifically per-
mitted by the presiding officer. 

(3) Any transcript of the hearing. 
(4) The presiding officer’s report of 

the hearing and comments on the re-
port under § 16.60(e). 

(5) All letters and memoranda of 
meetings or communications between 
participants and the presiding officer 
or the Commissioner referred to in 
§ 16.44(c). 

(b) The record of the regulatory hear-
ing is closed to the submission of infor-
mation and views, at the close of the 
hearing, unless the presiding officer 
specifically permits additional time for 
a further submission. 

§ 16.85 Examination of administrative 
record. 

Part 20 governs the availability for 
public disclosure of each document 

that is a part of the administrative 
record of a regulatory hearing. 

§ 16.95 Administrative decision and 
record for decision. 

(a) With respect to a regulatory hear-
ing at the Commissioner’s initiative 
under § 16.1(a), the Commissioner shall 
consider the administrative record of 
the hearing specified in § 16.80(a) to-
gether with all other relevant informa-
tion and views available to FDA in de-
termining whether regulatory action 
should be taken and, if so, in what 
form. 

(b) With respect to a regulatory hear-
ing required by the act or a regulation 
under § 16.1(b)— 

(1) The administrative record of the 
hearing specified in § 16.80(a) con-
stitutes the exclusive record for deci-
sion; 

(2) On the basis of the administrative 
record of the hearing, the Commis-
sioner shall issue a written decision 
stating the reasons for the Commis-
sioner’s administrative action and the 
basis in the record; and 

(3) For purposes of judicial review 
under § 10.45, the record of the adminis-
trative proceeding consists of the 
record of the hearing and the Commis-
sioner’s decision. 

Subpart F—Reconsideration and 
Stay 

§ 16.119 Reconsideration and stay of 
action. 

After any final administrative action 
that is the subject of a hearing under 
this part, any party may petition the 
Commissioner for reconsideration of 
any part or all of the decision or action 
under § 10.33 or may petition for a stay 
of the decision or action under § 10.35. 

[44 FR 22367, Apr. 13, 1979, as amended at 54 
FR 9037, Mar. 3, 1989] 

Subpart G—Judicial Review 

§ 16.120 Judicial review. 

Section 10.45 governs the availability 
of judicial review concerning any regu-
latory action which is the subject of a 
hearing under this part 
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